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DETAILED ACTION 
Claim Objections 

1 . Claim 8 is objected to because of the following informalities: "on said the capture 
element" is incorrect grammar. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-6, 8-12, 14, 15, 17-19, 21, 22, and 24 are rejected under 35 
U.S.C. 102(e) as being anticipated by Daniel et al (US 6,001,118). 

3. Regarding claims 1 and 10, Daniel discloses the invention substantially as 
claimed including a catheter having a distal end, a multi-wing blood flow blocking 
element positioned near the distal end of the catheter, said multi-wing blood flow 
blocking element having a radially compressed insertion state and a radially expanded 
blocking state (figs. 7 and 8), an actuator associated with said catheter to move said 
blood flow blocking element from said compressed state to said expanded state 
(inflation tube is actuator in this embodiment), and said blood flow blocking element in 
said radially expanded blocking state having a generally funnel surface extending out 
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from said distal end of said catheter (fig. 8). Alternative embodiments also meet the 
limitations as disclosed above (see fig. 6). The longitudinal elements of the malecot 
portion of the device are considered to be wings, as described in Figure 4 and 
Paragraph29 in the specification of the instant application. 

4. Regarding claims 2 and 11, Daniel further discloses an annular membrane (fig. 
6, [47]) around the wings (fig. 6, [46]) of the blood flow blocking element. 

5. Regarding claims 3 and 12, Daniel further discloses that the multiwing blood 
flow blocking element is a malecot device (fig. 14C; fig. 13B- with annular membrane 
[130]). 

6. Regarding claims 5, 14, 21, and 24, Daniel discloses that the actuator extends, 
through said lumen, distal of said blood flow blocking element and when moved in a 
proximal direction, engages said blood flow blocking element to switch said blood flow 
blocking element from said retracted insertion state into said radially expanded blocking 
state (figs. 13Aand 13B). 

7. Regarding claims 19 and 22, Daniel discloses the invention substantially as 
claimed above, further disclosing an annular membrane around the structural members 
of the blood flow blocking element (fig. 6). 

8. Regarding claim 6, Daniel discloses the method substantially as claimed, 
including inserting a catheter into a body passageway, said catheter having a multi-wing 
blood flow blocking element, providing said blood flow blocking element in a radially 
compressed state during said step of inserting, radially expanding said blood flow 
blocking element into a radially expanded state extending to or near to the wall of the 
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body passageway after said step of inserting, said step of radially expanding including 
providing said expanded state with a generally funnel surface extending out from said 
distal end of said catheter, and using said expanded state of said blood flow blocking 
element for blocking passage of material around the outside of said catheter (figs. 7 and 
8). 

9. Regarding claims 8 and 9, Daniel discloses the method substantially as claimed 
including inserting an elongate tubular member, having a lumen, a proximal end and a 
distal end, into a body, providing a malecot-style tissue capture element in a radially 
compressed state during the step of inserting, radially expanding the tissue capture 
element into a radially expanded state after the step of inserting, and providing a 
proximal surface on said the capture element, the proximal surface extending out from 
the distal end of the elongate tubular member wherein the tissue is captured along the 
proximal surface (figs. 13A and 13B); and wherein the tissue capture element is 
generally funnel shaped when in the radially expanded state ([130]). Daniel also 
discloses additional embodiments that meet all of the above limitations (fig. 14C; fig. 8). 

10. Regarding claim 15, Daniel discloses the method substantially as claimed 
above with respect to 8 and 9, further disclosing an axially movable actuator operably 
coupleable to the blood flow blocking element, wherein the actuator is moved to radially 
expand the bloodflow blocking element (figs. 13A and 13B). 

1 1 . Regarding claims 17 and 18, Daniel discloses the method substantially as 
claimed including above with respect to claims 8 and 9, further disclosing that the 
actuator is operably coupleable to the tissue capture element, wherein the actuator is 



Application/Control Number: 10/765,564 Page 5 

Art Unit: 3731 

moved to radially expand the tissue capture element into a radially expanded stent after 
the step of inserting (figs. 13A and 13B). 

12. Claims 25-27 are rejected under 35 U.S.C. 102(e) as being anticipated by Boyd 
et al (US 5,738,652). 

13. Boyd discloses the method substantially as claimed including the steps of 
inserting a catheter into a body passageway, said catheter having a blood flow blocking 
element comprising structural members which define openings therebetween, the blood 
flow blocking element covered with an annular elastomeric, impermeable membrane, 
and an axially movable actuator operably coupleable to a distal portion of the blood flow 
blocking element, providing said blood flow blocking element in a radially compressed 
state during said step of inserting, and moving the actuator thereby radially expanding 
said blood flow blocking element into a radially expanded state extending to or near to 
the wall of the body passageway after said step of inserting, and using said expanded 
state of said blood flow blocking element for blocking passage of material around the 
outside of said catheter (col. 9, lines 56-65). 

14. Regarding claim 26, Boyd discloses that the radial expansion includes providing 
an expanded state with a generally funnel surface extending out from the distal end of 
the catheter. The portion of the blood flow blocking element that is closest to the distal 
end of the catheter to extend away from the catheter in a funnel-like shape, at least in 
the region immediately closest to the catheter, (fig. 13). 
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15. Regarding claim 27, Boyd discloses that the actuator-moving step comprises 
proximally moving the actuator (col. 9, lines 56-65). 

Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claims 4, 7, 13, 16, 20, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Daniel et al (US 6,001,118) in view of Grayhack et al (US 4,61 1,594). 

18. Daniel discloses the invention substantially as claimed above but fails to 
discloses an annular elastomeric impermeable membrane. However, Grayhack teaches 
that it is old and well-known in the art to have a blood flow blocking device with an 
elastomeric impermeable annular membrane (col. 4, lines 45-60). This provides 
blockage of blood flow as well as embolic debris, so that the user of the device may 
perform a procedure in a blood vessel without having to insert an occluder separate 
from the filter. Therefore it would have been obvious to replace the porous membrane of 
Daniela with an impermeable membrane. 



Conclusion 
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1 9. The prior art made of record and not relied upon is considered pertinent to 



applicant's disclosure. US 6,605,102; US 4,6560,466; and US 5,643,282. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda Adams whose telephone number is (571) 272- 
5577. The examiner can normally be reached on M-F, 8:00am-5:00pm, alternate 
Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's . 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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